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Abstract
Background: Physical activity is a major, modifiable, risk factor for cardiovascular disease (CVD) that contributes to
the prevention and management of CVD.
The aim of this study was to assess the short- and medium-term effectiveness of 9 months of a supervised physical
activity program, including sociocultural activities, on CVD risk in adults.
Methods: Multicentered, randomized, controlled community intervention involving 364 patients in four primary
care centers. The participants were randomly assigned to a Control Group (CG = 104) or Intervention Group
(IG = 260); mean age 65.19 years; 76.8% women. The intervention consisted of 120 min/week walking (396 METs/
min/week) and sociocultural gathering once a month. Clinical history, physical activity, dietary intake, CVD risk
factors (smoking, systolic and diastolic blood pressure, weight, waist circumference, BMI, total cholesterol, LDL- and
HDL-cholesterol, triglycerides, glycosylated hemoglobin and glucose) and global CVD risk were assessed at baseline
and at the end of the intervention and multivariate models were applied to the data. Incidence of adverse
cardiovascular events and continued adherence to the physical activity were assessed 2 years after intervention.
Results: At the end of the intervention period, in the IG relative to the CG group, there was a significant increase
in physical activity (774.81 METs/min/week), a significant change during the intervention period in systolic blood
pressure (−6.63 mmHg), total cholesterol (−10.12 mg/dL) and LDL-cholesterol (−9.05 mg/dL) even after adjustment
for potential confounders. At 2 years after the intervention, in the IG, compared with the CG, tthe incidence of
adverse cardiovascular events was significantly lower (2.5% vs. 10.5%) and the adherence to regular physical activity
was higher (72.8% vs 27.2%) in IG compared to CG.
Conclusions: This community-based physical activity program improved cardiovascular health in the short- as well
as medium-term, and promoted regular physical activity in the medium-term in older Spanish adults.
Trials registration: Clinicaltrials.gov ID NCT02767739. Trial registered on May 5th, 2016. Retrospectively registered
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Background
Cardiovascular disease (CVD) is the leading cause of mor-
bidity and mortality worldwide. For example, in 2012, 17.5
million people died from this cause and accounted for
31% of mortality. Further, the World Health Organization
(WHO) estimates that by 2030, 23.3 million people will
die from CVD [1].
Physical activity is a modifiable major risk factor for
CVD [2–6]. The 2007 European Guidelines on Cardio-
vascular Disease Prevention in Clinical Practice recom-
mended (as do other health-care organizations) at least
120 min/week of moderate physical activity [7] and,
recently, the European Guidelines have increased the
recommended levels of physical activity for adults [8].
Despite the health benefits of regular exercise, available
data suggest that at least 31% of the world’s population
is not meeting the minimum physical activity guide-
lines; the global prevalence of physical inactivity is
17% and, at 27.8%, is more prevalent in developed
countries [9, 10].
Given the importance of physical activity in the con-
trol of CVD risk, the European Society of Cardiology,
the European Association for Cardiovascular Prevention
and Rehabilitation and the American College of Prevent-
ive Medicine have agreed a common policy statement to
encourage integrated action by key stakeholders in
order to achieve the broad adoption of a healthy life-
style pattern of behavior (including physical activity) on
a global scale.
Lifestyle interventions on CVD risk have been assessed
in two previous cohort studies (both conducted in devel-
oped countries) and have shown an inverse relationship
between physical activity and overall CVD risk. In a 7-
year follow-up study of 23,747 Norwegian adults with no
history of CVD, 2 sessions/week of moderate intensity
physical activity reduced CVD risk by 49% [11]. A study
conducted over 8 years in 41,675 Taiwanese adults found
that those in the intervention group (at least 100 min of
aerobic exercise/week) had a 14% lower CVD risk [12].
Several randomized controlled trials (RCT) have pro-
vided evidence of the benefits of physical activity on cer-
tain CVD risk factors, including reduction in systolic
blood pressure (SBP) [13–15], improvements in lipid pro-
file [16, 17], and anthropometric measurements [13, 18].
However, other studies found no such benefits [19–22].
These contradictory data could result from methodo-
logical differences in study design, target population, or
type of physical activity used in the intervention program
(frequency, duration, intensity, under supervision by
health-care professionals). Of note is that none of these
studies described differences in responses in relation to
the population studied. For instance, these studies in-
cluded individuals with or without CVD, individuals from
primary care or general population, and individuals with
different levels of existing physical activity. Also, with
respect to duration of intervention, similar benefits were
observed in interventions lasting from 4 to 12 months
[13–18]. Further, greater benefits were observed in indi-
viduals performing 120 min/week moderate-intensity
physical activity as those undertaking 60 min/week
vigorous-intensity and supervised by health-care profes-
sionals and/or by a physical activity instructor [13–18] as
compared with those who received physical activity advice
alone [19, 20, 22, 23]. Of note is that none of these earlier
RCTs assessed the medium-term effects of physical activ-
ity on CVD risk, and none analyzed the data using multi-
variate models adjusted for risk factors related to CVD.
Previous descriptive studies showed that inclusion of
socio-cultural activities within a physical activity program
was associated with increased social support networks
and, consequently, with improved mental health and over-
all well-being which, in turn, promoted cardiovascular
health quite apart from the physical activity benefit alone
[24, 25].
In the light of these conflicting data, and based on
current recommendations of physical activity [7, 26, 27] as
well as previous physical activity interventions with
proven benefits, the aim of the present study was to assess
the short- and medium-term effectiveness of a 9-month
supervised physical activity program, and including socio-
cultural activities, on CVD risk in adults accessing primary
health-care facilities.
Methods
Design
The study was multicentered, randomized, controlled,
community intervention of a program of physical activity
and socio-cultural activities intervention of 9 months
duration The program was applied in adults drawn from
among those attending 4 primary care centers (PCC) in
the city of Reus (Catalonia; Spain). The incidence of CVD
events was recorded at 2 years after the intervention. The
Research Ethics Committee of the Institut d’Investigació
en Atenció Primària de Salut (IDIAP), Jordi Gol, approved
the study protocol. Data were analyzed in accordance with
Consolidated Standards of Reporting Trials (CONSORT)
guidelines for randomized trials. Clinicaltrials.gov ID
NCT02767739.
Participants and randomization
During a 6-month period prior to the intervention, all
health-care professionals of the PCCs invited adult users
of the services to participate in the program. Volunteers
were directed to the nursing health-care professional of
the PCC for an assessment of the individual’s eligibility
criteria.
Inclusion criteria required the participant to be an
adult accessing the PCC’s health-care facilities. Exclusion
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criteria were: an episode of ischemic heart disease
(<6 months previously), or an acute episode of arthritis
which would limit the ability to walk, or having a lung
or heart disease with dyspnea (mild to moderate effort
dyspnea) which would limit the individual’s ability to
undertake the proposed exercise regimen.
Participants who met the eligibility criteria, signed the
informed consent document and were individually ran-
domized to the IG or CG in a ratio of 3:1 using a table
of computer generated random numbers.
The sample size calculation was based on global CVD
risk (REGICOR) as the main dependent variable, and
using the following criteria: an alpha risk of 0.05 and a
beta risk of 0.2 in a bilateral contrast. Assuming a pa-
tient loss-to-follow-up of 10%, a standard deviation of
4% and a difference of ≥1.5 units, 250 participants in
the IG and 82 in the CG were needed. The estimated
sample size was calculated using the Granmo software
(version 7.12; Granmo; IMIM Hospital del Mar,
Barcelona, Spain).
Intervention
Based on physical activity recommendations [7, 26, 27],
the intervention program consisted of supervised walk-
ing (396 METs/min/week over 120 min in 2 walking
sessions per week of 60 min each) and socio-cultural
activities once a month. A physical activity specialist was
responsible for the standardization of procedures and for
the training of the primary care nurses. Walking itinerar-
ies and cultural activities were pre-set. Walking itineraries
were, on average, a five-kilometer circuit in and around
the city. Group sizes ranged from 15 to 30 participants.
Monthly socio-cultural activities included: visits to mu-
seums and libraries, cultural exhibitions, tourist attrac-
tions and dance lessons.
The program was supervised by the health-care pro-
fessionals who accompanied the participants in all the
activities, and who closely monitored the participants’
adherence to the program.
Participants who were randomized to CG received
usual care from health-care personnel, and were recom-
mended to follow their habitual lifestyle.
Measurements
Outcomes measured at baseline
Clinical history
All participants had the following diagnoses recorded:
hypertension, type 2 diabetes, dyslipidemia, overweight,
obesity, depression, anxiety and osteoporosis.
Socio-demographic characteristics
Age, sex, social class, and educational level were obtained
from clinical data and face-to-face interviews. Class status
was assessed using an adaptation of the British Registrar
General classification which yields three class categories:
high (class I-II), middle (class IIIN-IIIM) and lower (class
IV-V) [28].
Outcomes measured at baseline and at the end of the
intervention
Cardiovascular disease risk assessment
Blood pressure was measured with a manual sphygmo-
manometer with the participants resting for at least five
minutes. Three recordings were taken and the average
of the second and third readings was used in the statis-
tical analyses. The CVD risk was estimated using the
scale “Registre Gironí del Cor” (REGICOR), based on
Framingham criteria standardized for the Spanish popula-
tion. This scale includes sex, age, diabetes (yes, no), smok-
ing (yes, no), systolic and diastolic blood pressure and
serum cholesterol levels [29].
Physical activity
Levels were measured using the short version of the
International Physical Activity Questionnaire (IPAQ-S)
validated for the Catalan population [30]. The variables
such as intensity (light, moderate, or vigorous), fre-
quency and duration of physical activity in the previous
7 days, were collected using the IPAQ-S. The frequency
and intensity of each activity was used to calculate the
total of an intensity category in terms of METs/min/
week. These values were obtained by multiplying the
average energy expenditure (3.3 MET for walking, 4.0
MET for moderate intensity, and 8.0 MET for vigorous
intensity) by min/week for each physical activity. The
results of each category of activity intensity were
summed to obtain the total physical activity in METs/
min/week. Based on total physical activity, participants
were classified into 3 levels of physical activity: low
(<600 METs/min/week), moderate (≥600–2999 METs/
min/week) and high (≥3000 METs/min/week).
Frequency of food consumption
Food consumption was assessed using a validated food
frequency questionnaire containing 45 items [31]. A
face-to-face interview was conducted in the PCC setting
by a nurse, who recorded times per week and times per
month for each food ration consumed and the rations
consumed per day were calculated. To calculate g/day of
each food item, daily portions were multiplied by grams
of each item consumed relative to reference data of food
consumption evaluated in the same population and
established by expert nutritionists [32]. Foods were
grouped according to their nutrient composition: dairy
(milk, yogurt, dairy desserts, cheese); meat/fish/eggs (red,
white, processed meat and cold meat, lean, fatty fish and
shellfish); salad cereals (rice, pasta, bread, legumes and
potatoes); sweetened cereals (pastries, biscuits, breakfast
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cereals); fruits/vegetables (salad, tomatoes, vegetables side
dish, aubergines, courgettes, mushrooms; green beans,
chards, spinach, fresh fruit and canned fruit); oils; nuts;
and beverages (fermented beverages).
Anthropometric measurements
Weight (kg) was measured using a calibrated balance with
the measurements taken to the nearest 0.1 kg. Height
(cm) was measured using a calibrated balance with the
measurements taken to the nearest 1 cm. Weight and
height measurements were then used to calculate the body
mass index [BMI as kg/m2]. Waist circumference was
measured at the top of the hip bone below the ribs with
the tape measure placed in the middle between these
points, and wrapped around the waist.
Biochemical analysis
The biochemical parameters analyzed were triglycerides,
total cholesterol, HDL- and LDL-cholesterol, glycated
hemoglobin (HbA1c) and glucose. A study profile for
each individual was generated using all these parameters
at the Tarraco laboratory (ISO9001:2000 certified ICS
Tarragona laboratory). Fasting blood was extracted at
the PCC by the primary-care nurses and transported on
ice to the central laboratory for analyses in as short a
time-lapse as possible.
Changes during intervention
Changes during the intervention period with respect to
food consumption, anthropometric measures and CVD
risk factors and the estimated REGICOR score were
calculated as the difference between the end-of-program
and the baseline values. In addition, the change in physical
activity levels in the participants by the end of the inter-
vention period (compared with baseline levels) was calcu-
lated. The participants were, then, classified into 3
categories: lower, similar (unchanged) or higher.
Adverse cardiovascular events and adherence to physical
activity 2 years after the intervention
The assessment of the incidence of adverse cardiovascu-
lar events such as acute myocardial infarction (AMI)
and cerebrovascular accident (CVA) 2 years after the
intervention, was calculated using the computerized
clinical histories maintained at the PCC where the partici-
pants attended, and the databases of the hospitals where
the adverse events were treated.
To assess the adherence to physical activity, the partic-
ipants were contacted by telephone and were asked if
they had continued the physical activity along the lines
of the intervention characteristics.
Statistical analysis
All categorical variables were described as percentages
while means and standard deviation were reported for
continuous variables. The χ2 test was used to compare cat-
egorical variables in different groups. Unpaired Student’s
t-test was used to compare continuous variables, while the
paired Student t-test was used to compare values between
different time-points (baseline and at the end of the inter-
vention) for continuous variables, while the McNemar test
was used for the categorical variables.
Multiple linear regression models were applied to assess
the effect of the intervention (0, 1) as an independent vari-
able, with CVD risk factors as dependent variables (SBP,
DBP, weight, BMI, waist circumference, total cholesterol,
LDL- and HDL-cholesterol, triglycerides, and glucose)
and CVD risk evaluated on the REGICOR scale. The fol-
lowing covariates were considered: age (years), sex (male,
female), social class (dummy variables comparing social
class were created; low (reference) versus middle and
high); PCC (dummy variables comparing centers were
created; PCC1 (reference) versus PCC2, PCC3, PCC4),
smoking (no, yes), BMI (kg/m2), diagnoses at baseline:
hypertension (no, yes), type 2 diabetes (no, yes), dyslipid-
emia (no, yes), depression (no, yes), anxiety (no, yes),
osteoporosis (no, yes) and the dependent variable of each
model at baseline.
Poisson regression was used to assess the relationship
between physical activity and adverse CVD events in par-
ticipants 2 years after the intervention. In this assessment,
the number of adeverse CVD events was considered the
dependent variable while the intervention (0, 1) as the in-
dependent variable. This model was adjusted for sex
(male/female), diagnosis of systemic arterial hypertension,
dyslipidemia, overweight, obesity, anxiety, depression, and
changes during intervention (end vs. baseline) of the
values of the following variables: systolic arterial pressure,
total cholesterol and LDL-cholesterol. The coefficient β
and the standard error, obtained in the Poisson regression,
were used to calculate the relative risk with the 95% confi-
dence interval.
The results were analyzed as per protocol (PP). The
intention-to-treat (ITT) analyses were also performed to
verify the consistency between the results of both types
of analysis, as follows: an analysis of sensitivity was
performed in which lost values were imputed using mul-
tiple imputation (MI) from linear regression models in
which 5 different combinations of data were created. For
the MI we used the following predictive variables: age,
gender, social class, diagnosis of chronic illness and
change in the CVD indicators during the course of the
intervention.
Statistical significance was set at p value <0.05. The
statistical software SPSS for Windows Version 22.0
(SPSS Statistics 22.0) was used throughout.
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Results
There were 419 participants recruited from 4 PCC and
assigned to CG (n = 114) or IG (n = 305). During the
intervention period 13% dropped out: 8.8% belonging to
the CG and 14.7% to the IG. Dropout causes were:
diagnosis of a pathology considered within the exclusion
criteria (29.1%); change of address (3.6%) and loss of
interest by the participant (67.3%). By the end of the
intervention period, 364 participants had completed the
program (87%). Two years after the intervention, partici-
pants were contacted by telephone to determine the in-
cidence of adverse cardiovascular events and adherence
to the physical activity recommendations. In total, 96
participants of CG (92%) and 228 of the IG (91.5%) were
contacted (Fig. 1)
There were no statistically significant differences with
respect to age, gender, social class and the presence of
chronic medical conditions (p > 0.05) between the
participants who dropped-out compared to those who
continued in the program.
There were no significant differences in the socio-
demographic characteristics, social class, and risk factors
between groups at baseline (Table 1). Neither were there
differences in the changes during intervention in food item
consumption during the trial period between CG and IG,
except in the food group of the sweetened cereals (Table 2).
Fig. 1 Flow diagram of the study
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In the intervention group, total physical activity signifi-
cantly increased during intervention (774.81 METs/min/
week) whereas it decreased in the control group (−357.61
METs/min/week) (Table 3). In addition, in the IG levels of
physical activity significantly increased during the inter-
vention, compared to the control group (p = 0.033).
Walking every week accounted for 396 METs/min/week
of physical activity energy expenditure. Average attend-
ance at walking sessions was 74.3%, which represents a
mean expenditure of the participant group of 303.6
METs/min/week.
CVD risk indicators in the trial population are shown in
Table 4. At baseline there were no significant differences
between the control and intervention groups. However,
there were significant differences with respect to
change during intervention in systolic blood pressure
(−3.59 mmHg), total cholesterol (−10.68 mg/dL) and
LDL-cholesterol (−7.18 mg/dL) levels in the IG vs.
the CG.
Two years after intervention the number of adverse
cardiovascular events was significantly lower in the IG
(5 cases: 2 AMI, 3 CVA) compared to the CG (10 cases:
8 AMI, 2 CVA); with a relative risk of 0.15 (95% CI
0.04–0.51). With respect to adherence to physical activ-
ity, 72.8% of subjects in the IG continued performing
physical activity with similar characteristics to that of
the intervention, compared with 27.2% of the CG
(p = 0.010).
Table 5 summarizes the effects of the physical activity
intervention on CVD risk factors, and the REGICOR
scale. There were beneficial effects of the intervention
on SBP (−6.63 mmHg) total cholesterol (−10.12 mg/dL),
LDL-cholesterol (−9.05 mg/dL) and the REGICOR score
(−0.72%).
No significant effects of intervention on DBP,
weight, waist circumference, BMI, triglycerides and
HDL-cholesterol, and HbA1c dependent variables
were observed.
The results are presented as per protocol analysis (PP).
The results of the ITT analysis were similar to the PP
results of the intervention with respect to all the CVD
risk factors measured.
Discussion
This community-based, randomized, controlled, inter-
vention program among adults attending primary care
clinics, has demonstrated that implementing a program
to promote physical activity over a period of 9 months
significantly decreased SBP, total and LDL-cholesterol
levels and overall CVD risk. The results were analyzed
using multivariate techniques to adjust for confounding
variables associated with the putative causes. These
included: socio-demographic, lifestyle, morbidity and
Table 1 Baseline characteristics of the participants in the control
and intervention groups
Control
group
Intervention
group
p
(n = 104) (n = 260)
Age (years)a 66.99 (10.28) 64.5 (9.20) 0.400
Women (%) 71.90 78.70 0.116
Social Class
High Class I-II (%) 27.08 23.70 0.222
Middle Class IIIN-IIIM (%) 59.30 54.50
Lower Class IV-V (%) 13.54 21.70
CVD risk factors
Smoking (%) 4.20 7.90 0.123
Hypertension (%) 57.30 54.20 0.343
Type 2 diabetes (%) 18.80 20.60 0.766
Overweight (%) 37.50 39.10 0.807
Obesity (%) 46.90 42.70 0.546
Dyslipidemia (%) 50.00 49.40 1.000
Depression (%) 10.40 16.20 0.234
Anxiety (%) 24.00 19.00 0.301
Without contributing pathology (%) 5.20 6.30 0.458
aValues expressed as mean and (standard deviation)
Table 2 Food item consumption at baseline, and changes during intervention
Food Consumptiona Baseline p Changes during intervention (End - Baseline) p
CG (n = 104) IG (n = 260) CG (n = 104) IG (n = 260)
Dairy Products (g/day) 378.50 (185.80) 325.21 (142.85) 0.007 9.76 (171.49) 14.13 (122.04) 0.823
Meat/Fish/ Eggs (g/day) 148.87 (53.60) 147.59 (56,61) 0.857 2.40 (53.98) 6.69 (63.26) 0.569
Salad Cereals (g/day) 124.86 (59.76) 124.87 (51.29) 0.998 3.42 (65.09) −5.23 (52.62) 0.223
Sweetened Cereals (g/day) 28.20 (36.51) 21.47 (26.49) 0.073 −8.60 (25.65) −1.80 (25.43) 0.033
Fruits/ Vegetables (g/day) 328.59 (142.02) 302.98 (143.81) 0.150 −13.34 (150.78) 13.28 (146.53) 0.149
Nuts (g/day) 4.81 (6.92) 4.00 (5.09) 0.256 −0.96 (6.64) 0.21 (5.34) 0.148
Beverage (g/day) 55.32 (82.32) 53.57 (81.97) 0.864 8.27 (82.95) −5.61 (89.12) 0.201
aValues expressed as mean and (standard deviation)
CG Control group, IG Intervention group
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anthropometric measures. There were no differences in
the dietary intake of participants during the intervention
and, as such, the effects on CVD appear specific to the
physical activity intervention i.e. related to the ability of
the intervention program to decrease SBP and to improve
lipid profile. Further, the present study led to an important
reduction of major adverse cardiovascular events assessed
2 years after the intervention. Importantly, our results
demonstrated that the implementation of an interactive
health-education strategy improves CVD risk outcomes in
our older Spanish adults.
Conducting a RCT, and controlling the risk factors
associated with the health outcomes studied, highlighted
the evidence of the impact of a physical activity inter-
vention on CVD risk. In our study a large number of
participants were randomized to the IG, in a 3:1 ratio,
since the favorable effect of the intervention was predict-
able (based on published literature) and, as such, would
benefit a greater number of individuals. We also took
into account the expected high drop-out rate in the IG
during follow-up.
General and clinical characteristics of study subjects
are similar to previous interventions with respect to age,
socio-economic status, level of education and the preva-
lence of chronic diseases and conditions [13–18].
At the time of the study design, participants were
instructed to perform 120 min/week of moderate-intensity
physical activity based on global recommendations [7,
26, 27] although more recent European guidelines
propose 150 min/week of moderate-intensity physical
activity [8]. We also took into account the characteris-
tics of previous physical activity intervention programs
that showed major benefits on the individuals’ outcomes
i.e. health benefits of physical activity intervention are
higher when the intervention is supervised by health-
care personnel and/or a physical activity professional
Table 3 Physical activity at baseline, and changes during intervention
Baseline Change during the intervention
(End - Baseline)
CG (n = 104) IG (n = 260) p CG (n = 104) IG (n = 260) p
Total physical activity (METs/min/week)a 2468.26 (4628.84) 2363.10 (3122.32) 0.808 −357.61 (4765.03) 774.81 (4004.22) 0.026
Level of physical activity % change
Low (%) 32.30 28.00 0.610 Lower 61.5 45.8 0.033
Moderate (%) 46.90 46.80 Similar 26.0 39.0
High (%) 20.80 25.20 Higher 12.5 15.3
CG Control group, IG Intervention group, METs Metabolic equivalents
aValues expressed as mean and (standard deviation)
Table 4 CVD risk inicators at baseline, and changes during intervention
Baseline Changes during intervention (End - Baseline)
CG (n = 104) IG (n = 260) p CG (n = 104) IG (n = 260) p
SBP (mmHg) 135.32 (16.62) 131.06 (15.94) 0.280 0.90 (18.63) −3.59 (16.45) 0.029
DBP (mmHg) 75.96 (9.86) 76.75 (9.09) 0.478 −1.29 (10.64) −3.03 (9.75) 0.140
Weight (Kg) 75.72 (14.92) 75.37 (14.80) 0.843 0.08 (4.52) −1.23 (8.02) 0.151
BMI (Kg/m2) 29.95 (4.88) 30.01 (5.02) 0.924 −0.03 (1.91) −0.22 (2.38) 0.471
WC (cm) 100.31 (11.74) 100.50 (11.81) 0.895 −1.58 (5.79) −2.96 (8.99) 0.168
Total Cholesterol (mg/dL) 206.83 (32.67) 205.26 (36.58) 0.713 0.09 (32.96) −10.68 (31.81) 0.006
HDL-cholesterol (mg/dL) 56.37 (16.09) 55.51 (14.86) 0.641 −1.18 (10.26) −0.07 (12.37) 0.435
LDL-cholesterol (mg/dL) 122.70 (29.62) 122.33 (34.14) 0.922 1.82 (26.48) −7.18 (29.04) 0.009
TG (mg/dL) 134.63 (83.91) 132.26 (67.75) 0.786 −3.11 (60.33) −3.26 (60.26) 0.983
HbA1c (%) 7.21 (1.61) 7.40 (1.37) 0.599 −0.33 (1.42) −0.08 (1.20) 0.476
Glucose (mg/dL) 99.19 (33.91) 98.66 (28.42) 0.883 −5.16 (21.04) 2.96 (19.45) 0.001
REGICOR 4.63 (3.54) 4.60 (3.97) 0.962 0.37 (2.53) −0.28 (2.55) 0.064
Change from smoking to non-smoking
Smoking (%) 4.20 7.90 0.123 1.00 0.90 0.369
Values are expressed in mean and (standard deviation)
CG Control group, IG Intervention group, SBP Systolic blood pressure, DBP Diastolic blood pressure, BMI Body mass index, WC Waist circumference, HDL High-density
lipoprotein, LDL Low-density lipoprotein, TG Triglycerides, HbA1c Glycated hemoglobin; Cardiovascular disease risk REGICOR scale
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[13, 16–18]. In addition, as has been demonstrated, the
inclusion of socio-cultural activities in the intervention
program increases a person’s well-being and improves
mental health; both of which are related to decreased
CVD risk [24, 33].
The strengths of our study include the assessment of
physical activity using a validated questionnaire [30],
the evaluation of CVD risk factors and food consump-
tion at two time-points (at baseline and at the end of
the 9 month active intervention). Since diet is one of
the main modifiable CVD risk factors, we assessed food
consumption pre- and post-intervention using a food-
frequency questionnaire previously validated in our
population [31].
In addition, we assessed a wide range of CVD risk
factors, as recommended by the European Society of
Cardiology. These included smoking, blood pressure,
weight, waist circumference, BMI, total cholesterol,
LDL- and HDL- cholesterol, triglycerides, glycated
hemoglobin and glucose. Also, a novelty of the present
study was that a global CVD risk and incidence of ad-
verse cardiovascular events 2 years after the intervention
were assessed in order to have a broader overview of the
effect of physical activity on all CVD risk factors. To
estimate the CVD risk we used the REGICOR scale. This
scale is the most recommended for primary prevention
of coronary heart disease in Spain because other
methods such as the SCORE or Framingham scales
overestimate the individual’s CVD risk [34].
Our results showed that physical activity energy
expenditure increased by 774.81METs/min/week (24%)
in the IG between baseline and the end of the
Table 5 Effects of the physical activity intervention program on CVD risk factors, and the REGICOR scale
β SE P
Model 1 SBP (mmHg)
Intervention (control, intervention) −6.63 1.67 0.001 R2c × 100 = 31.9%
Age (years) 0.23 0.10 0.024 F17,331 = 9.1
Hypertension (no, yes) 3.91 0.12 0.015 p < 0.001
Dyslipidemia (no,yes) 3.06 1.51 0.045
Smoking (no, yes) 7.17 2.87 0.013
BMI (kg/m2) 0.42 0.15 0.001
Baseline SBP (mmHg) 0.30 0.46 0.006
Model 2 Cholesterol (mg/dL)
Intervention (control, intervention) −10.12 3.48 0.004 R2c × 100 = 42.2%
Social Class (low; middle) −10.65 4.53 0.020 F17,328 = 14.0
Social Class (low, high) −14.03 4.87 0.004 p < 0.001
Type 2 diabetes (no, yes) 12.89 3.85 0.001
Anxiety (no, yes) 8.21 4.15 0.049
Baseline cholesterol (mg/dL) 0.55 0.47 0.001
Model 3 LDL-cholesterol (mg/dL)
Intervention (control, intervention) −9.05 3.07 0.003 R2c × 100 = 41.9%
Type 2 diabetes (no, yes) 9.11 3.43 0.008 F17, 329 = 36.8
Baseline LDL-cholesterol −0.59 0.04 0.001 p < 0.001
Model 4 Glucose (mg/dL)
Intervention (control, intervention) 8.21 2.29 0.001 R2c × 100 = 65.8%
Type 2 diabetes (no, yes) 19.90 3.32 0.001 F17, 326 = 36.8
Baseline Glucose (mg/dL) 0.57 0.04 0.001 p < 0.001
Model 5 REGICOR (%)
Intervention (control, intervention) −0.72 0.32 0.028 R2c X 100 = 60.3%
Sex (men, women) −1.19 0.35 0.001 F17,260 = 23.2
Baseline REGICOR -0.57 0.04 0.001 p < 0.001
Multiple linear regression models adjusted for intervention group (0 = control group; 1 = Intervention group); age (years), sex (0 = men; 1 = women); Social Class
(dummy variables, 0 = reference); 4 Primary Care Centers (dummy variables, 0 = reference), smoking (0 = no; 1 = yes); BMI (kg/m2), hypertension (0 = no; 1 = yes);
type 2 diabetes (0 = no; 1 = yes); dyslipidemia (0 = no, 1 = yes), depression (0 = no; 1 = yes); anxiety (0 = no; 1 = yes); osteoporosis (0 = no; 1 = yes); and the
dependent variable of each model at baseline. Only significant variables are shown
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intervention. This was more than double that achieved in
the intervention program (303.6 METs/min/week). The
energy expenditure of 774.81 METs/min/week is equiva-
lent to a physical activity time of 284.86 min/week. This
physical activity time is even higher than the revised level
proposed by the new European Guidelines on Cardiovas-
cular Disease Prevention in Clinical Practice (150 min/
week of moderate physical activity) [8]. Conversely, total
physical activity decreased by 357.61 METs/min/week in
the CG by the end of the intervention period, relative
to baseline. These data clearly indicate the effectiveness
of the intervention program in promoting physical
activity. Other RCTs employing a 12-month supervised
physical activity program over 90–120 min/week showed
an increase of 15 to 27% in total physical activity [13,
15–18], and is concordant with our study (24%) find-
ings. In contrast those programs based on physical activity
advice alone, observed a minor increase in total physical
activity [19, 20, 22, 23]. In addition, our program not only
encouraged activity in excess of the physical activity of the
intervention program but also this beneficial habit was
seen to be consolidated in a large percentage of partici-
pants 2 years after the intervention.
With respect to improvement in CVD risk factors, we
observed a decrease in SBP (−6.63 mmHg), total choles-
terol (−10.12 mg/dL), and LDL-cholesterol (−9.05 mg/dL).
Overall CVD risk was reduced (−0.72%), based on multi-
variate models adjusted for variables associated with the
putative causes of CVD. For example, a reduction in SBP
of 3 mmHg decreases peripheral vascular resistance [35],
since physical activity increases the concentrations of
nitric oxide resulting in arterial vasodilation leading to
decreases in peripheral vascular resistance and in-
creased blood perfusion [4]. This effect is enhanced
when there is a decrease in LDL-cholesterol levels and
an increase in HDL-cholesterol levels, the latter (HDL-
cholesterol) modulating the synthesis of nitric oxide in
the endothelium [36].
The findings of this study are concordant with the
results of another RCT. As in our study, Halber, et al.
found a benefit of physical activity on CVD risk factors
in Australian users of primary care facilities. They
observed a decrease of 21 mg/dL in total cholesterol and
13.99 mg/dL in LDL-cholesterol levels. However, no
effect was observed on other variables assessed: SBP,
DBP, weight, triglycerides and HDL-cholesterol [16].
Although the reduction of LDL-cholesterol levels in our
intervention was a mean of 8.76 mg/dL, evidence from
previous studies indicate that a reduction of only
2 mmol/L (7.69 mg/dL) in LDL-cholesterol levels was
effective in reducing the formation of atherosclerotic
plaques [36].
Other similar RCTs had obtained different effects on
the CVD risk factors studied. Kim et al. observed, in
sedentary Japanese, a decrease of 31.2 mg/dL in trigly-
ceride levels, a reduction of 1.47 cm in waist circumfer-
ence, and an increase of 12.17 mg/dL in HDL-cholesterol
levels. However, they did not find any significant effect on
SBP, DBP and glucose [17]. Anderson et al., in a study of
Pakistani immigrants in Norway, observed a reduction of
1.9 cm in waist circumference; but no significant changes
during intervention in SBP, DBP, triglycerides, total chol-
esterol and LDL- or HDL- cholesterol [18].
Earlier RCT studies examining the impact of shorter
physical activity programs than the current recom-
mended guidelines, found little or no beneficial effects
on CVD factors. Studies in sedentary English and
African-American participants enrolled in a supervised
physical activity program including less aerobic activ-
ities (45–90 min/week) than ours, observed a higher
decrease in the individual’s SBP (5–12 mmHg) than
that observed in our study. However, no significant
benefits on other CVD risk variables were observed
[14, 15]. It is of note that other RCTs found no benefi-
cial effects of a physical activity program on CVD risk
factors, probably because the intervention was based
on providing advice alone (educational materials and
follow-up medical visits) [19, 20, 22, 23].
Despite the beneficial impact on health outcomes
observed, our intervention also led to an increase of
glucose levels in the IG (2.96 mg/dL). This could be
explained, in part, by the duration and type of aerobic
exercise in our intervention. The guidelines for better
glycemic control proposed by the American Diabetics
Association (ADA) recommends the performance of
150 min/week of moderate-vigorous physical activity
[37]. In addition, the ADA suggests (as do some stud-
ies) performing combined aerobic and resistance exer-
cises because of better effects on insulin sensitivity
and in glycemic reduction, compared to performing
only one type of exercise [38].
With regard to overall CVD risk, few RCTs have ob-
served decreased CVD risk following a physical activity
intervention program. Tiessen, et al., studied Dutch pa-
tients accessing primary care facilities. The intervention
was a 12-month program consisting on 20 min physical
activity advice sessions per month. [24]. They observed a
decrease of 1.8% in CVD risk, which was higher than
that observed in our study (−0.72%), However, Garcia-
Ortiz, et al., found no effect on similar Spanish partici-
pants following a physical activity program with similar
characteristics to the Dutch study [20].
Our intervention has mid-term beneficial effects on
adverse cardiovascular events. We observed a lower
percentage of these events in the IG compared to the
CG (2.5% vs. 10.4%) 2 years after the intervention. Other
observational studies have demonstrated an inverse
relationship between physical activity and the risk of
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adverse cardiovascular events. In a cohort study of
6213 sedentary American adults with follow-up over
13 years, >50% reduction in mortality risk was observed
in those individuals with a higher level of physical ac-
tivity [39]. In the Women’s Health Study of 10.9 years
follow-up, the risk of CVD decreased in relation to
higher levels of physical activity, together with a reduc-
tion in adverse cardiovascular events [40].
Despite the outcomes observed in previous physical
activity intervention programs being very variable (due,
in part, to the characteristics of the program or the
population studied), most of the studies found at least
some beneficial effects on CVD risk factors and, as such,
provides support for intervention programs within the
community setting. Hence, more studies are needed to
confirm the beneficial effects on cardiovascular health
based on reliable information and outcomes.
Conclusion
The physical activity program supervised by health-care
personnel, and including socio-cultural activities, aimed at
adults drawn from primary care facilities improved cardio-
vascular disease risk by the end of the intervention period
of 9 months. The beneficial changes observed during
intervention were in SPB, total cholesterol and LDL-
cholesterol, and overall CVD risk score. These outcomes
were independent of the participant’s food intake during
the intervention program and, as well, other factors re-
lated to CVD such as socio-demographic factors, lifestyle
and the presence of disease. Two years after the interven-
tion, the intervention group developed a lower incidence
of adverse cardiovascular events and a higher adherence
and continuation of physical activity, compared to the CG.
The broad benefit in terms of cardiovascular benefit
obtained from the intervention program was, in part,
possibly due to the characteristics of the program i.e.
being supervised by health-care personnel and the inclu-
sion of group socio-cultural activities. The promotion and
support of physical activity should be a global priority in
primary care because of the health benefits accruing to
adults participating in such programs.
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